
June 1,2005 

Ortho Molecular Products Inc. 
30 I 7 Bustness Park Drrve 

FfO. Box 1060 

-., 
, -h” 

Stevens Point, W1 54481 
7 15.342.988 1 Phone 

800.332.2351 
7 15.342.9866 Fax 

orthomolecuiarproductr.com 

Office of Special Nutritional (Hl%&O) 
Center for Food Safety and Applie#l,N,utrition‘ 
US. Food and Drug Administration; ,’ 

This letter will serve as notification, pursuant to section 403 (r)(6) of the Federal Food, Drug, and 
Cosmetic Act and 21 CFR 101.93, that Ortho Molecular Products, Inc. is using the following claim on its 
label (see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
30 17 Business Park Drive 
P-0. Box 1060 
Stevens Point, WI 54481 

Statement Text: Gastrointestinal Support, Immune System 

Dietary Ingredients: Black WalnutHulls, Sweet Wormwood (Aerial Pcrtions), Slippery Elm Bark, 
Garlic Bulb, Senna Leaf, Natural vegetable capsuIes, Ascorbyi Palm&e, Magnesium Stearate, 
Microcrystalline Cellulose, Silicon Dioxide. 

Dietary Supplement Name: Ortho Worcid Forte 

As required, enclosed are two photocopies of this natification. 

I certify that the information presented and contained in this notice is complete and accurate, and that 
Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not misleading. 

Sincerely, 

ti* 
Melissa Slager 
Document Control / Training Manager 
Ortho Molecular ‘Products 
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Ortho Molecular Products Inc. 
3017 Business Park Drive 

PO. Box 1060 
Stevens Point, WI 5448 1 

715.342.9881 Phone 
800.332.2351 

715.342.9866 Fax 
orthomolecularproducts.com 

Attachment of O&ho W,oreid Forte Labets 

Suggested Use As a dietary supplement, l-2 capsules three times 
per day or as recommended by your health care professional. 
Formulated to be free of allergens derived from: Gluten, corn, egg, 
dairy, peanuts, soy, yeast, artrficrei colors and ftavoa. This product 
contains the following potentcal eflergen: Tree Nuts Do not COnSlime 
this product rf you are pregnant or nursmg. Consult your physician 
for further mformatron As wtth all dietary supplements, Some indi- 
viduafs may not toierate or may be allergic to the ingredients used. 
Please raarf the IngrerMt panel carefully prior tO inge?Aon. Geese 
taking thrs product and consult your physician if YX have negative 
reactions upon ingestion KEEP CONrAMaTleHW CurSSO STORE AT RWY 

Suppbment Facts 
Serving Size,: 1 Capwie 
aervlngs Pet corrtafner. 80 

Amount Per Sb DaW 

TEMPEFATURE KEEP our OF ee~ur OF CWJREN 
This product was sealed for your protection. Do fld Use if Outer 
i@ neck seat or InnereeA are missfog or damaged. 
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